NMpukas MuH3gpascoupassutua Poccuun
N2748 ot 26 aBrycrta 2010 .

006 yTBepKeHNHU OPAAKA BblAAYH
pa3pelieHs Ha IpoBeAeHHu e KJINHUYECKOro
HUCC/IeJ0BAaHUA JIEKAPCTBEHHOr0O Mpenapara
AJIS1 MeAMIMHCKOr0 IPUMEHEHUS

3apeructpupoBaHo B MuHiocte 31 asrycta 2010, Ne 18317

B cootBetctBUM co cTaTben 22 PepepanbHOro 3akoHa ot 12 anpena 2010 r.
Ne 61-®#3 «0O6 obpaweHun nekapctBeHHbIx  cpeacts»  (CobpaHue
3aKoHoaaTenbcTBa Poccuimckon ®epepauymm, 2010, Ne 16, cT. 1815, Ne 1, cT. 4161)
NMPWUKa3bIBaAIo:

1. YTBepAuTb npuaaraembii NOPALOK BblAauyM paspelleHus Ha nposeaeHue
KIMHMYECKOTO WUCCNe0BaHUA NIEKAapCTBEHHOro npenapata Aaa MeauLMHCKOro
NPUMEHEeHMUA.

2. [Mpu3HaTb yTpaTMBWKMM cuay npukaz MUHUCTEPCTBA 34paBOOXPAHEHUA
Poccuitckon depepaumm ot 24 mapta 2000 r. Ne 103 «O nopagake NpUHATUSA
peleHna 0 NPOBeAEHUN KAMHUYECKUX UCCNen0BaHUA NeKapCTBEHHbIX CPeacTB»
(3apeructpuposaH MuHuctepcteom toctuummn Poccuiickont ®egepaumnm 5 anpens
2000 r. Ne 2177).

MuHuctp
T.A.lonnkosa



MpunoxkeHune
K NnpuKasy MuHucTepcTea 34paBOOXpaHeHNA
M COUMaNbHOro pa3BuTmsa PoccMnckom
denepaymm ot 26 aBrycta 2010 roga Ne 748H

MopAaAoK Bblgaum paspeLleHnsa Ha NpoBeAeHUe KIMHMYECKOro uccnen0BaHuA
NIeKapCTBEHHOro npenapara AnA MeAULMHCKOro NpuMeHeHus

1. Hactoawuii MopagoK ycTaHaBAMBaeT Npoueaypy Bblaauynm paspelleHus
Ha NpoBeAEHMEe KAMHMYECKOro UCCNenoBaHUA NIeKapCTBEHHOro npenapaTta Ans
MeAMLUNHCKOIo NpuMeHeHua (fanee — paspelleHue).

2. PaspelleHmne yaoctoBepsieT NpaBo NPoBOAUTb B O4HON MW HECKONbKMX
MEeAMUNHCKUX OpraHus3aumax KAMHWUYECKoe ucc/eloBaHMe (B TOM  yucne
MeXKAYHAPOAHOEe MHOFOLEHTPOBOE, MHOMOLEHTPOBOE, MOCTPErnCcTPaLMOHHOE)
JIeKapCTBEHHOro npenapata AN MeAMUMHCKOro MNPUMEHEHMA B Lenax
rocygapCTBEHHON  perncTpaumMm  JIeKapCTBEHHOro  npenapata W WMHOro
npegHa3sHayeHums.

3. Pa3peweHue BblAAETCA OPraHM3aLMAM, OCYLLECTBAAIOLLMM OPraHM3aLmio
npoBeAeHMA KAWMHUYECKOro MUCCIeA0BaHMA /NIeKapCTBEHHOrO npenapata Ans
MeANLMHCKOro NPUMEHEHMUA (ganee — 3a8BUTEND):

1) pa3paboTunmKy NeKapCcTBEHHOro npenapata UAM YNoJHOMOYEHHOMY UM
nmuy;

2) obpas3oBaTenbHbIM YyYpeKAEHMAM Bbicwero npodeccMoHanbHOro
obpasoBaHMa U (nnn) ob6pa3oBaTENbHbIM YYPEKAEHUAM AO0MNOJHUTENBHOIO
npodeccmoHanbHOro 06pasoBaHMs;

3) Hay4HO-UCcCcNeaoBaTeIbCKUM OpraHM3aLUaM.

4. PaspelleHue BblAaeTca MO pe3y/bTaTaM 3KCNepTU3bl AOKYMEHTOB,

HE‘O6XOLI,MMbIX AnAa  noayyvyeHunAa paspeweHuna, ¢ 3TUYECKoMn 9KCNepTU3blI,
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NPOBOAUMbBIX B MOpAAKe, YCTAaHOBAEHHOM cTaTben 20 PenepanbHOro 3aKOHa OT
12 anpena 2010 r. N2 61-®3 «O6 obpalLeHNM NeKapCTBEHHbIX CPEeACTBY.

5. 0nA nonyyeHua paspeLlleHna 3aasuTenb npeacrasnaer B MuHucrepcrso
3/paBOOXPAHEHMA U COLMANBHOIO pa3snTna Poccuickon depepaummn 3aasneHune
O BblJaye paspeLlleHns, B KOTOPOM YKa3blBalOTCA:

1) HaumeHOBaHMeE M agpec opraHn3aLMm, OCyLWEeCTBAAIOLLEN OpPraHNU3auuIo
NpoBeAeHUA KAMHUYECKOTO WCC/NeA0BaHUA J/IEKAPCTBEHHOrO npenapata A4
MeANLMHCKOTo NPUMEHEHMS;

2) HaMMeHOBaHME PUANYECKOTO NMLA, NPUBIEYEHHOTO pa3paboTyMKoMm
JIEKAPCTBEHHOrO npenapaTta Aaa MeOUUMHCKOrO NMPUMEHEHUA K OpraHu3auuu
NpoBeAEeHUA KIMHUYECKOrO UCCAen0BaHMA (MPU HanUumn);

3) HauMmeHOBaHWE JNIeKAPCTBEHHOro npenapata Ans MeauUMHCKOro
NPUMEHEHMUA;

4) nekapcTBeHHas ¢opma M [03MPOBKA SIEKAPCTBEHHOrO npenapata Ans
MeAVLMHCKOTO NPUMEHEHMUSA;

5) HanMeHoBaHue NPOTOKONA KAMHWUYECKOTO nccnefoBaHuA
JIEKAPCTBEHHOTO NpenapaTa ana MeanLmMHCKOro NPUMEHEHUS;

6) Lenb KAMHWUYECKOro WccneaoBaHWA NeKapCTBEHHOro npenapata Ana
MeANLMHCKOIo NPUMEHEHMS;

7) npeanonaraembie CPOKW MNPOBEAEHUA KAMHMYECKOro Mcc/eaoBaHuA
JIEKapCTBEHHOrO NpenapaTta 418 MeANLMHCKOTo NPUMEHEHMS;

8) npegnonaraemoe KO/JMYECTBO MNALMEHTOB, MPUHMMAIOLWMX Yy4yacTMe B
KNAMHWUYECKOM MCCNEen0BaHMU NIEKAPCTBEHHOrO npenapata And MegMUMHCKOro
NPUMEHEHMUA;

9) nepeyeHb MeAMUMHCKUX OPraHM3auMim C yKasaHMEM MX aapecoB, B
KOTOpbIX  MNpeanonaraeTtcA  NpPOBeAEeHMEe  KAMHMYECKOrO0  MCClef0BaHMA

JIeKapCTBEHHOro npenapaTta Ans8 MeANLUMHCKOTo NPUMEHEHMS.
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6. K 3aaBneHWo Ha BblAayy paspeweHna npuaararTca caeayoume
OOKYMEHTbI:

1) cBepgeHua o6 onbiTe paboTbl MccnepoBaTesied NO COOTBETCTBYIOLMM
cneumanbHoCTAM U UX onbiTe paboTbl NO MNPOBEAEHUID  KANMHUYECKUX
nccnenoBaHUNM;

2) Konum poroBopa 06A3aTE/IbHOrO CTPaxXOBaHUS KWU3HW, 340POBbA
NaUMEHTOB, YYacCTBYHOLWMX B KJAMHUYECKOM WCCNEeA0BaHUM JIEKAPCTBEHHOIO
npenapaTa 41a MeAULUHCKOro NpUMeHeHus.

7. [OnAa nonyyeHuAa paspellieHMAa Ha NpoBedeHMe MeXAYHApOoAHOro
MHOTOLEHTPOBOIO K/JIMHUYECKOrO UCC/Ief0BaHNA IEKAPCTBEHHOrO nNpenaparta gaa
MEeAUUNHCKOTO MNPUMEHEHUA UAM  MOCTPErucTpPauMOHHOIO  KJIMHUYECKOro
nccneaoBaHUA NEeKapCTBEHHOro npenaparta Aaa MeAUUUMHCKOro NMPUMEHEHMUS K
AOKYMEHTaM, YKa3aHHbIM B MyHKTax 5 M 6 Hactoswero lopsgka, 3aaBuTenb
AONONHUTENbHO NpeAcTaBAAeT:

1) AOKYMEHT, NoATBepXKAAloWMIA ynnaTy rocyaapcTBEHHOM MOLW/INHBI 33
Bblga4y paspeleHnsa Ha NnpoBeAeHMEe MEeXAYHApPOAHOro MHOrOLEHTPOBOIO
K/IMHUYECKOrO MCCNea0BaHMA JIEKAaPCTBEHHOro npenapaTta Ans MeAULUHCKOro
NMPUMEHEHUA WM TOCYAAPCTBEHHOM MOW/AMHBLI 33 BblAady pa3pelleHna Ha
nposeaeHue NOCTPEerncTpaLnoHHOro KIMHNYECKOrO nccnenoBaHuA
JIeKapCTBEHHOro NpenapaTa Ana MeANLUNHCKOIo NPUMEHEHUS;

2) OTYET O AOKAMHUYECKMX UCCAeAOBaHUAX NEKAapCTBEHHOrO cCpeacTBa U
OTYET O NPOBEAEHHbIX pPaHee KAMHUYECKUX MUCCNefO0BaHMAX NEKAPCTBEHHOrO
npenaparta A1a MegULUMHCKOro NpUMeHeHUA (Mpu Hannuum);

3) NpOeKT nNpPOTOKONA K/AWHWUYECKOTO WCCNeAO0BaHUS JIEKAapPCTBEHHOIO
npenapaTa 419 MeAULUUHCKOro NpUMEHEHUS;

4) 6powtopy uccnepoBaTtens;

5) MHPOPMAUMOHHbBIA NUCTOK MNaUMEHTa, YYACTBYIOWErO B KJAUMHUYECKUX

nccnegoBaHmMAX N1eKkapCTtBeHHOro npernaparta gna meguumHCKoro npuMeHeHUA;
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6) MHPopmaumuio O cocTaBe NeKapCTBEHHOro npenapata A MoJsyvyeHun
pa3pelleHnsa Ha NpoBeAEHNE MEXKAYHAPOAHOTO MHOFOLEHTPOBOIO KIMHMUYECKOTO
nccnefoBaHMA NEKapCTBEHHOMO Npenaparta 414 MegUUUMHCKOTO NPUMEHEHMA.

8. B cpok, He npesblwalowWwWmMin nNatM pabounmx gHeW cO AHA MPUHATUA
3afBNIEHMA HA BblAa4yy paspelleHna U AOKYMEHTOB, YKa3aHHbIX B MyHKTax 6 n 7
HacTtoAawero [lopAagka, [MAenaptameHT MuHUCTEPCTBA 34paBOOXPAaHEHUA U
coumanbHoro passutma Poccuinckon ®Pepepaumnm, OTBETCTBEHHbLIM 3a BblAadvy
pa3pelleHuns:

1) npoBoAMT nNpOBEpPKY MOAHOTbI M  AOCTOBEPHOCTU  CBEAEHWN,
coAepKalLmnxca B NpeacTaBaeHHbIX 3asBUTeNEeM MaTepuanax;

2) nNpuvHMMaeT peleHMe O Bblgavye paspeweHMa U BHECEHUU
COOTBETCTBYHOLLLEN PEEecTPOBOM 3aMUCU B PEECTP BblAAHHbLIX pPa3pelleHun Ha
npoBeAeHNEe KAMHUYECKMX WCCNeAOBaHWIMA NEeKAPCTBEHHbIX NpenapaToB A4/A
MeANLMHCKOro NPMMeEHEHMA UM 06 OTKase B BblAa4e YKa3aHHOMo paspeLleHus;

3) BblAAET 3aABUTENIO Pa3peLleHne Un1 yBeaOMIAET B NMMCbMEHHOM popme
3anBuTeNA 06 OTKase B BblAaye paspelleHns ¢ YKa3aHMemM NpUUYMH TaKoro oTKasa.

9. PaspeweHune odopmnsetca Ha O6aHKe, ABAAKOWEMCA 3aLMLLIEHHOM
nonurpaduyeckor nNpoayKUMen co CTEeNeHbl 3allmnTbl YPOBHA «B», B KOTOpom
coAepKaTtca cnegyowme CBegeHUA:

1) aTa NPUHATMA peLleHmMA O Bblgaye paspeLlleHna 1 ero Homep;

2) HaumeHoBaHWE M aZpec OpPraHM3aLMK, OCYLLECTBAAIOLLEN OpraHM3aLmio
NpPoBeAEeHNA KAMHUYECKOTO WCCNeAO0BaHMA /IeKapCTBEHHOro npenapata Ana
MeANLUMHCKOTo NPUMEHEHMS;

3) HaumeHoBaHME HPUANYECKOrO NMUA, NPUBJIEYEHHOro pa3paboTumMkom
JIEKApCTBEHHOrO npenapata A MeAUUMHCKOro NMPUMEHEHUS K OpraHusauum
NpoBeAeHNA KNMHMYECKOro nccnesoBanua (Npy Hannmuum);

4) HaMMeHOBaHME NEeKapCTBEHHOro npenapata Ana MeAULUMHCKOro

NPUMEHEHMUA, C YKa3aHUEM NeKapCTBEHHOM POPMbI U AO3UPOBKMU;
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5) HanmeHoBaHue NPOTOKONA KIMHUYECKOro nccnefoBaHuA
IeKapCTBEHHOro npenapaTa 414 MeAULMHCKOro NpUMeHeHus;

6) Lenb KAMHWYECKOro WCCAef0BaHWA NEeKapCTBEHHOro npenapaTta AnA
MegULUHCKOro NpUMeHeHus;

7) nepeyeHb MeAUUMHCKUX OPraHU3aumMil C yKasaHMemM WUX a[pecos, B
KOTOopbIX 6yaeT nNpoBOAUTBCA K/IMHUYECKOE WCCNeA0oBaHUE NEeKAapPCTBEHHOrO
npenapaTa 418 MeaULUUHCKOro NpUMeHeHUs;

8) CpoKM npoBeAeHUA KAMHWUYECKOTO WCCNenoBaHUA /IeKapCTBEHHOIO
npenapaTa 418 MeanULUUHCKOro NpUMeHeHus;

9) KOnNM4yectBO MNAUMEHTOB, MPUHMMAIOLWMX Y4YacTUEe B KAMHUYECKOM
nccaefoBaHUM eKapCTBEHHOrO nNpenaparta Ana MeamumMHCKOro NPMMeHeHuA.

10. B cnyyae yTpaTbl paspelleHna 3aABUTENO0 BblaaeTca Aybaukat
pa3pelleHna C YKa3aHMEeM BCEX €ro MNPeXHUX PEeKBM3UTOB W MOMETKOM
«aybnmMKaT», KOTOpPbIA NpPenoCcTaBNAAETCA €My Ha OCHOBAHMW 3aABNEHMA B
NMUCbMEHHOW popme B TeYeHue AecaTn paboumnx AHen co AHA ero NocTynaeHus.

11. OcHoBaHMeM AnA OTKa3a B BblAaye paspelleHna aBnaeTca:

1) HenpeAacTaBneHMe AOKYMEHTOB, NPeAYCMOTPEHHbIX NyHKTamun 6 u 7
HacToAwero NopaakKa;

2)  HecooTBeTCTBME  cOAepXKaHuA NpeaCcTaBNEeHHbIX  AOKYMEHTOB
TpeboBaHmam ®PepepanbHoro 3akoHa oT 12 anpens 2010 r. Ne 61-®3 «06

06paLLeHMM NeKaPCTBEHHbIX CPeACTBY.



